FO Bow 1347
Elfingharm, 1L 824070

TECHNOLOGIES o
* © SEP1 0 2009

Bonutt Research, Inc. -~ Unity LHrasonic System
090175
June 249, 2009

IMARY

STk S

The following informaiion is submifted in accordance with the requiramants of 21 CFR

b792:

Contact Person: Patrick Balsmann, MBA, MS§, RAC
Director, Regalalory/Clinteal Aftuirs & QA

Bonull: Reseach, Inc.,

PO Box 15367

Elfinghuan, Hlinos 62401

Phone: (2171 34223412, ext. 321

o (2173421043

Date Prepared: June 29, 20009

*

Proprictary Name: Unity Ulrrasonic Systen
Common Name: Fixaiion Doevice
Classitication Name: Faslener, Fixaton, Biodegraduble, Soft Tiasue.

Device Description: The Unity Ultrasonic Systam iy designed for the fixation of solt tssue,
Hearmont, tendon, and bone  Absorbuble poly-L-huetic acid (PLLAY implant materals are
sHrasonically welded, staked, and/or jolned 1o seeure soft fissue, ligament, fendon, and bone
Ao repair site. An cluctrical generalor provides altrasonic energy to the end effector of a
Mandpicee to G the wnplant materials wogether and seeare sofl Usste, F a1,
andfor bane, The swstem provides @ means of sntureless fixation that facililates ove !
siure manneement. Modilications are heing made o the clectricnl gencrator and uitrasonic

the eliresonic systen 1o improve overadl svatem performance and

ey, berwd

handpiecs componanis of
i enhanee gser iserface features, Additionally, the handpiecs is being modified w molude
weon feedhack on the amount of load diwy we

LE

i

A forge sensor mechanism that allows
N to the hundpiecs. Feadback is provided to the surgeon through an audible one.
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Lndications for Use: The Uity Ultrasonic System consists of an electrical generator arsd
ulirasonic handpiece, The system is W be used with existing Unfty Alpha single patien
nse absorbable (PLLAY implunis intended [or use as tasteners {anchors) in (he fixation of
dssue, ligament. tendon, and bone. The system s indicated 11 peneral sofl issue

approximationbgation.

Predieate Device(s): The Unity Ulrasonic System 15 simitar in design and intended use
fo existing Bonu Research, Inv., clectrical generators and ultrasenic handpieces used in
atureless fixation and previously determined substantially equivident.

Predicate Comparison: Desipn verification testing identified and conducted ag part of
an overadt risk analysis assessment compared the electrical ouiput of the moditied Unity
Ulirasonic Svstem electrical generator and ultrasonic handpiece 1o similar component
predicate devices.  Mechanieal strength testing was also conducted with Unity Adpha
PLLA implants for both the medificd Unity Ultrasonic System and ity predicate

ultrasonic sysiems,
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Patrick Balsmann, sf'»fl.BA, MS, RAC
Director, Regulatory/Clinical Aftairs & QA
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Food and Drug Administration

10903 New Hampshire Avenue
Document Mail Center - WO66-G609
Silver Spring, MD 20993-0002

Bonutti Research, Inc. -

% Mr. Patrick G. Balsmann SEP 1 0 2000
2600 South Raney Street

P.O. Box 1367

Effingham, IL. 62401

Re: K090175 ‘ _
Trade/Device Name: Unity Ultrasonic System
Regulation Number: 21 CFR 888.3040
Regulation Name: Smooth or threaded metallic bone fixation fastener
Regulatory Class: 11
Product Code: HWC, MAI
Dated: August 27,2009
Received: August 28, 2009

Dear Mr. Balsmann:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. : '

If your device is classified (sée above) into either class I (Special Controls) or class II (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may

‘publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must

" comply with all the Act’s requirements, including, but not limited to: registration and listing (21

CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
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If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://'www.fda.gov/edrh/comp/ for the Center for Devices and Radiological Health’s
(CDRH’s) Office of Compliance. Also, please note the regulation entitled, “Misbranding by -
reference to premarket notification” (21 CFR Part 807.97). For questions regarding the reporting
of adverse events under the MDR regulation (21 CFR Part 803), please go to
hitp:/fwww.fda.cov/cdrh/mdr/ for the CDRH’s Office of Surveillance and Biometrics/Division of
Postmarket Surveillance. '

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

Mark N. Melkérson
Director
Division of Surgical, Orthopedic
and Restorative Devices
Office of Device Evaluation
. Center for Devices and
Radiological Health

Enclosure



Indications for Use

510(k) Number: K0920175
Device Name: Unity Alpha System

Indications For Use: The Unity Ultrasonic System consists of an electrical generator and
ultrasonic handpiece. The system is to be used with existing Unity Alpha single patient use
absorbable (PLLA) implants intended for use as fasteners (anchors) in the fixation of tissue,
ligament, tendon, and bone. The system is indicated in general soft tissue
approximation/ligation.

Prescription Use_ X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CTR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
' NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of __1

* .- ﬁ)
Division of Surgical,

: hopedic,
and Restorative Devices

510(k) Number_K090/25
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